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State Senator Jonathan Harris, State Representative Elizabeth Ritter and members of the
Public Health Committee, my name is Andrew Friedell and I am a Director of Government
Affairs for Medco Health Solutions, Inc., which is a pharmacy benefits management company,
or “PBM.” I.would like to thank you for this opportunity to testify today regarding our concerns
with Raised Bill 5307. We believe this legislation is not needed, that prescribers already have
the authority to achieve the underlying intent through existing state law and that the issues raised
by this bill can best be addressed by the doctor, patient and pharmacist -- not by the legislature.
If enacted, this bill will result in added costs and make it harder for Connecticut patients to
receive affordable prescription drug coverage.

Medco is a leading provider of comprehensive, high-quality, affordable prescription drug
care in the United States. As a PBM, Medco is hired by large employers, unions, health plans
and public sector entities to help manage the quality and affordability of the drug benefit these
plans offer fo their members or employees. Medco provides drug benefits to roughly 60 million
people nationwide and over 18 percent of the Connecticut population. In 2009, we mailed
approximately 990,000 prescriptions to state residents and we also operate a specialty pharmacy
in Vernon, Connecticut.

We have serious concerns about Raised Bill 5307 because it seeks to carve one class of
drugs -- anti-epileptic medications - out of the state’s generic substitution rules without any
scientific evidence supporting such protections. This will drive up costs for patients and payors
by making it harder for the patient to obtain a lower cost generic medication and by opening the
door to additional legislation in the future seeking similar exemptions for other classes of
medication.

The U.S. Food and Drug Administration, charged with approving new drug applications
and applications for generic equivalent products, weighed in on similar legislation under
consideration in the state of Jowa in a letter dated January 11 of 2008 (copy attached):

FDA is aware that certain individuals and groups have expressed
particular concern about the switch of anti-epileptic drug products. To
date, we have no scientific evidence that demonstrates a particular
problem with this group of producis. Further, there are frequently



circumstances other than the switch that may cause untoward responses.
We continue to follow-up such reports and interact with those concerned
(emphasis added).

Furthermore, the FDA also noted that when a generic product is deemed to be
therapeutically equivalent to the innovator product (as is the case with several drugs that would
be subject to the provisions of this bill), there is no need for the prescriber to “approach any one
therapeutic class of drug products differently from any other class...”"

In addition, the American Medical Association has also looked into this specific issue and
determined in a letter dated August 30, 2007 that “After reviewing the scientific evidence, the
CSAPH (Counsel on Science and Public Health of the AMA’s House of Delegates, 2007)
concluded that a separate, more stringent generic substitution process for NTI (narrow
therapeutic index) drugs was unnecessary.”

In addition, I’d also like to draw the Committee’s attention to an “Rx Watchdog Report”
published earlier this year by AARP that focuses on this very issue. AARP highlighted the
potentially large cost to public payors such as the state. I have attached a copy of this report to
my testimony and ask that you consider their views on this matter as weil.

Given that both the FDA and AMA have weighed in effectively opposing special rules
for this class of medications and given that there is no scientific evidence indicating that such
special treatment is warranted, we urge the committee to leave this as a matter best addressed in
discussions between the doctor, patient and pharmacist. Clearly, it is critical that physicians
educate their patients about these matters and that pharmacists always inform patients when
changes are made to their drug therapy.

Prescribers already have the ability to indicate if and when a drug can be substituted and
when it should not. They have the right to indicate “dispense as written” on the prescription;
they do not need additional legislation to underscore that authority. This authority also applies
to both brand and generic drugs. In other words, the state’s “dispense as written” rule gives the
physician the ability to designate that a patient receive either a specific brand medication or a
generic version that is manufactured by a specific generic company. Therefore any risks
associated with changes in therapy among these medications are easily addressable under current
law. In limiting drug substitution, R.B.5307 creates new barriers between patients and safe and
effective generic alternatives, :

In addition, if the legislature decides to step in and limit generic substitution for this
particular class of medications, it will no doubt open the door to addition legislation in the future
seeking a similar exemption for other classes of medication. We fear that the passage of this
legislation would be viewed by some as a “green light” to promote additional carvemout
legislation that would further drive up the cost of prescription drug care.

! Letter from Gary Buehler, R.Ph., Director of the FDA Office of Generic Drugs, to Ms. Nicole Schutiz of the Towa Pharmacy Association, dated
January 11, 2008.

? Letter from Michael D. Maves, MD, MBA, Executive Vice President and CEO of the American Medical Association, to Mark Merritt, President
and CEO of the Pharmaceutical Care Management Association, dated August 30, 2007.



‘. Without any scientific evidence to justify these new rules, this legislation could result in
significant and unnecessary increases in health care costs. In a time of rapidly escalating drug
costs, we should be focused on encouraging the use of safe and effective cost control techniques,
such as generic drugs, rather than discouraging them.

In summary, R.B. 5307 aims fo mediate issues which should simply be addressed through
the communications that the prescriber and pharmacist have with the patient. No additional
legislation is needed at this time. Thank you for your consideration of our views. I would be
happy to answer any questions that members of the Committee might have regarding my
testimony.
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Food and Drug Administration
Rockvilie, MD 20857

néé DEPARTMENT OF HEALTH & HUMAN SERVICES

January 11, 2008

Ms, Nicole Schultz

Iowa Pharmacy Association
8515 Douglas Avenue, Suite 16
Des Moines, JA 50322

Dear Ms. Schultz:

This is in reply to your cotrespondence dated November 6, 2007, directed to Ms. Susan Winckler
requesting that the FDA provide a statement regarding generic substitution, particularly with
respect to anti-epilepsy drugs. It was forwarded fo the Office of Generic Drugs for a reply.

The FDA has many years of experience in the review of generic drugs and assures the quality
and equivalence of approved generic drug products. FDA works with pharmaceutical companies
to asswre that all drags marketed in the U.S., both brand-name and generic, meet specifications
for idemtity, strength, quality, purity and potency. In approving a generic drug product, the FDA
requires that the proposed generic product is demonstrated to be equivalent to the brand-name
drug in both the rate and extent of absorption. As noted in the Preface to the dpproved Drug
Products with Therapeutic Equivalence Evaluations (“Orange Book™) (27th Edition),

FDA classifies as therapeutically equivalent those products that meet the following
criteria; (1) they are approved as safe and effective; (2) they are pharmaceutical
equivalents in that they (a) contain identical amounts of the same active drug ingredient
in the same dosage form and route of administration, and, (b) meet compendial or other
applicable standards of strength, quality, putity, and identity; (3) they are bioequivalent;
(4) they are adequately labeled; (5) they are manufactured in compliance with Current
Good Manufacturing Practice regulations.

FDA considers drug products to be therapeutically equivalent if they meet the criteria
outlined above, even though they may differ in certain other characteristics such as shape,
scoring configuration, release mechanisms, packaging, excipients (including colors,
flavors, preservatives), expiration date/time and other minor aspects of labeling (e.g., the
presence of specific pharmacokinetic information) and storage conditions. When such
differences are important in the care of a particular patient, it may be appropriate for the
prescribing physician to require that a particular brand be dispensed as a medical
necessity.  With this limitation, however, FDA believes that products classified as .
therapeutically equivalent will produce the same clinical effect and safety. profile as the
prescribed product.



FDA is aware that certain individuals and groups have expressed particular concern about the

. switching of anti-epileptic drug products. To date, ‘we have no scientific evidence that
demonstrates a particular problem with this group of produets. Further, there are frequently
circumstances other than the switch that may cause untoward responses. We continue to follow-
up such reports and interact with those concerned.

If FDA has determined a generic to be therapeutically equivalent to the innovator product, FDA
continues to believe that:

¢ Additional clinical tests or examinations by the healthcare provider are not needed
when a generic drug product is substituted for the brand-name product or vice-
versa. : ‘

® Special precautions are not needed when a formulation or manufacturing change
occurs for a drug product provided the change is approved according to applicable
laws and regulations by the FDA,

"o Asnoted in the "Orange Book," in the judgment of the FDA, products evaluated as
therapeutically equivalent can be expected to have equivalent clinical effects
whether the products are brand-name or generic.

¢ [t is not necessary for the healthcare provider to approach any one therapeutic class
of drug products differently from any other class when there has been a
determination of therapeutic equivalence by FDA for the drug products under
consideration. ' ‘

We continue to monitor, take seriously, and, if indicated, investigate reports of potential
inequivalence of 2il generic drugs. The FDA is committed to approving high-quality generic
drug products that can be used with confidence by the American public.

Sincerely,

Gary Buehler, R Ph.

 Director
Office of Generic Drugs .
Center for Prug Evaluation and Research
Food and Drug Administration

cc: &, Winckler
- C.Jung



Shining a light on the cost and quality of prescr;tion drugs

Why Now? Some Want

to Curb the Use of Generic Drugs

wigHhe 15.5. economy has fallen into a
recession, the costs of health care
and prescription drugs are rising
and many moze individuals are expected
to become uninsured over the coming
year, By December of 2008, 44 states faced
or are facing budget shortfalls. Yet in 2008
state legislatures saw the introduction

of over 70 bilis trying to Hmit the use of
generic drugs that save state governments
millions of dollars.

Current state generic substitution laws
aliow, or in some cases, require, pharma-
cists to dispense the generic equivalent
of the brand name drug that has been
prescribed if one is available. Generic
drugs are approved by the Food and Drug
Administration (FDA) as being as safe and
effective as branded drugs, yet generic
drugs cost on average 30 to 80 percent
less than brand name drugs. The laws

governing drug substitution vary by state,
but all 50 states have passed legislation
that allows pharmacists to make generic
substitution and 15 states requirs it.

A prescriber always has the ability to
prevent a generic substitution from
occurring, often by writing “brand medi-
cally necessary” or “dispense as written”
on the prescription.

But at the urging of the Epilepsy
Foundation, the National Kidney
Foundation, other patient disease groups
and some pharmaceutical companies,
state legislatures are faced with propog-
als that would limit the substitution of
generics, often referred to as “carve-out”
measures. Proposed carve-out mea-
sures would prevent pharmacists from

continued on page 2
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Generle Carve-out Legislation Introduced in 2008

B2008 Pharnaceutical Care Management Association
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g Key Brand Drugs Losing Patent Protection
i@‘ The FDA Approval Process
5 ArRP State & Federal RX Advocacy Work’

Generics Drugs
are Good Medicine

More than two thirds of prescriptions
dispensed in the United States are filled
with generic medicines. This level of generic
utifization is at an all-iime high of 67
percent—higher than many other countries
in the world. So far, there has not been

any scientific evidence that the increase

in generic drug utilization in the U.S. has
resulted in more adverse reactions orworse
patient outcomes.

Yet there are still many misconcep-
tions about generic drugs. “Generic
drugs can be very useful for doctors and
patients because they are bicequivalent
to brand name drugs but available at

a lower cost. However, there is a com-
mon mispercepiion that brand name
drugs are somehow superior to generic
drugs. We sought to determine what the
evidence was underlying this view,” said
Aaron 3. Kessseltheim, MD,, L.D,, M.P.H.,
of the Division of Pharmacoepidemiology
at Brigham and Women's Hospital,
Kesselheim and colleagues recently
published a meta-analysis in the Journal
of the American Medical Association that
found no evidence of the superiority of
brand name drugs over generic drugs in
the field of cardiovascuiar disease,

“This misperception is fueled in part by
physicians and patients who dén’t under-
stand the approval progess required by
the Food and Drug Administration (FDA),”
Kesselheim said. “In addition, people

may equate generic drugs with generic
products they buy at the supermarket, like
generic corn flakes or generic paper tow-
els. Some people may equate such lower
cost items with lower guality. But among
drugs used for cardiovascular disease,

we found nio evidence that brand name
preducts are more safe and effective than
generiz drugs,” he added.

continued on page 6




Why Mow? Some Want to Curb the Use of Generic Drugs continued

substituting a generic for its brand name
counterpart in certain drug classes (like
anticonvulsants) unfess the pharmacist
contacts the prescriber for consent, even

when the prescriber has indicated clearly
“dispense as written,” or in simpler terms,

“dispense as I ordered, which is generic

unless otherwise specified” in most states.

AARP opposes these carve-out propos-
als because every state already has a
version of a “dispense as written” law
s0 ultimately the prescriber still has
final authority and the patient may
easily receive a brand name drug if the
prescriber determines it is preferable.

AARP also supports the wide use of FDA-

approved generics as a mechanism to

helping consumers gain access to afford-

able and safe treatment.

Supporters of carve-out measures
argue that brand name drugs and their

generic counterparts are not equivalent.

The Epilepsy Foundation, for example,
believes FDA guidelines that atlow for

a therapeutic range are too broad to
ensure that each individual will receive
the same amount of anti-epileptic drug
when switching from a brand name to a
generic anti-epileptic drug or from one
generic to another. The FDA’s position
is supported by their own research and
testing that finds no difference between
brand natne drugs and their generic
counterparts (please seé accompanying
stories for more details),

Following The Money
There is a lot of money at stake, for all
involved in this debate--consumers,
pharmaceutical companies and the
purchasers such as state governments.
Officials with Massachusetts Medicaid
program, for example, realized they
were paying $10 million to $11 miliion

. amonth for brand name drugs that had
generic equivalents. After instituting a
generic substitution policy, their spend-
ing subsequently dropped to between

it will save the state $45 million dollars.
per year between 2009 and 2012.

In Florida in 2007, HB 849 was introduced,

which is similar to many of the carve-out

M T R R T T N T R T R S S

Key Brand Drugs Losing Patent Protection
Mere than 66 billion within next five vears
2008 2009 2010 2011 2012
$12.8 Billion $10.9 Billion | $7.8 Billien $15.2 Billion | $19.6 Billion
* Aitace « AdderallXR |+ Aricept » Actos o Avandia
» Cosopt, Trusopt | - AmbienCR * Arimidex « Caduet - Avapro, Avalide
+ Depekote * Callcept « Cozaar /Hyzaar | » Levaquin « Detroith
* Fosamax « DepakoteER |+ EffexorXR + Lipitor = Diovan
~ fmitrex * Lovenox » Flomax = Protonix * Gaodon
i |- Keppra « Prevacid - Zyprexa » Lexapro
| @ Lamictal * Topamax « Plavix
i Rigperdal *Valtrex « Provigil
+ Welibutrin XL 150 * Seroquel
«Yasrnin « Singulair
. +Viagra .
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bills. It would have prohibited Florida

licensed pharmacists from interchanging

an anti-epileptic drug, brand or generic, to

| weat selzures or epilepsy without the prior
i notification and signed informed consent
¢ ofthe physician and patient. Florida’s

¢ Agency for Health Care Administration

¢ estimated that the fiscal impact on current
b claim levels for the Medicaid-fee-for-

service population would be $52 million
dollars a year,

“There is a lot of money at
stake, for all involved in
this debate—consumers,
pharmaceutical companies
and the purchasers such
as state governmentis,”

i Another example of a state that would
: have spent millions if a carve-out bill
: became law was Qhio. In 2008, a bill

: introduced would have increased

¢ the state’s drug costs by more than

i $28 million a year, according to the
$200,000 and $300,000 a month. A similar
policy, enacted in New York, is projected

Ohio Legislative Services Commission
estimate. The bill sought to prohibita

: pharmacist from interchanging drugs

¢ prescribed to treat epilepsy or selzures
;- without the written consent of both the
i prescriber and patient {existing state

¢ law requires the pharmacy to inform

the patient if a generic is available at

a lower cost or equal cost and of his or
her right to refuse the drug selected). In
a letter to the Ohio Senate Committee,
the Medicaid director described the
administrative burden the legislation
would impose on all involved as a “bar-
rier to health.”

Another important stakeholder, in addi-
tion to government and consumers, are
the pharmacy benefit managers (PBMs)
who administer prescription dreg ben-
efits for over 200 million people through
health plans, unions, and employers.
The Pharmaceutical Care Management

Association (PCMA), a national organi-

zation that represents PBMs, released a
study that estimated if generic carve-out

: legislation were enacted nationally in

2008 In the anti-epileptic, immunosup-
pressant and antipsychotic therapeutic
classes, total drug costs to Medicaid, com-
mercial payers and consumers would be
$29 billion over the 2010 to 2018 period.

To date, carve-out legistation that
requires a pharmacist to notify the
prescriber or to obtain the consent

of the prescriber and patient before
dispensing a generic for the treatment
of epilepsy and seizures has passed in
Hawaii (2003), Tennessee (2007) and

centinued on page 3




Utah (2008). For a more comprehensive
list of state legislation, visit the National
Conference of State Legislatures website
at www.ncsl.org/programs/health/
rx-substitution08.him. ‘

2009 promises to be another busy year
for state lawmakers on this issue. -

“Given the amount of bills dealing with
this issue we saw last year, it is entirely
likely such measures will be re-filed again,”
said Richard Cauchi, program director of
the NCSL. “Legislators will continue to be
concerned with patient access to pre-
scription drugs but say they also must be
sensitive to affordability and take action on
Both these issues,” he added.

“Branded pharmaceutical
companies, facing eroding
pipelines for new, innova-
tive drugs and the loss of
patent protection on many
of the popular, best-zelling
drugs in these ‘carve-out’
therapeutic classes, are
aggressively protecting
thelr market share while

~ they can.”

Why Now?

Branded pharmaceutical companies, fac-
ing eroding pipelines for new, innovative
drugs and the Ioss of patent protection on
many of the popular, best-selling drugs in
these “carve-out” therapeutic classes, are
aggressively protecting their market share
while they can. More than three dozen
comrnonly prescribed brand name drugs,
representing annual U.5, sales totaling
$67 biBlion, are facing generic competition
between 2007 and 2012 (according to IMS
Health, Global Pharmaceutical Sales by
Region, 2007, 2008).

Three brand name epilepsy drugs—
Depakote, Lamictal and Topamax
——coliectively earning more than $5
billion annually have or will lose their
patents soon. Depakote has a generic

as of 2008; Larnictal has a generic, as of
2008, for a six-month pediatric exclusiv-
ity, and Toparax had its patent extended

until 2009, The appearance of a conflict
of interest is difficult to ignore.

Many branded immunosuppressant and
cardlovascular drugs will also soon face
patent expiration and generic competi-
tion, with the result that patient groups
such as the American Heart Association
and the National Kidrey Foundation,

in addition to the Epilepsy Foundation,
are becoming more actively involved in
efforts to change drug substitution laws
at the state level.

Several of the patient groups receive
funding from the companies that make
drugs for the medical conditions the
groups represent,

But whether a conflict of interest between
the branded pharmaceutical companies
and the patient advocacy groups is real or
perceived, many of these same groups and
patients do frequently make the claim that
patients experience adverse reactions as
artesult from their drugs being switched;
whether it is from generic to brand, brand
to generic, or generic to generic.

Le_gaﬁ an% MNews

Given the critical issues involved in this
debate AARP believes that the medi-

cal community, patients, consumers
and lawmakers clearly need access to

! unbiased, objective and scientifically

i independent information about the

: prescription drugs they are prescribing,
¢ purchasing and recetving. And that the
¢ decision should remain between the

prescriber and their patients.

For more information on the Epzlepsy
Foundation's position visit:

+ www.epilepsyfoundation.org/

advocacy/care/genedrev.cim

Information from the American Heart

| Association and the Nationai Kidney

Foundation on this issue and their views
can be found at:

» www.americanheart.org/presenter.
jhtmPidentifier=3015266

» www.kidney.org/news/news

room/newsitemArchive.cfm
2id=138 &

R Fiorida and 18 States Battle Prescrsption Drug Companies i

orida and 18 omer states are m\roived ina c%ass action lawsdit against ABbott

aboratories and French drug company FOUI nier Industrie et Sante and _'

: Lai}oratones Fourmcr, S.A. Flauda Attomey Genel af Bl McCollum alleges that :

. the i zg'ccmpames are bocking genierlc prescriptlon Compe titton threugh sharn fiti-

e gauoa demgncd to extend their patent and mor}opoiy pricing power on the cholestérol
drug TriCor Abbott and Fournier are acg of deceiving the Patent and Trademark
'Gfﬂco by repeatedly makmg mmor chunges x ‘the chemica! composition of TriCor

2 rev . ind of product switching that allows |
campames to oxtend the duration of thc dn_ig s patent and Lhus block generic versions
from bemg made available to conquwers o .

“With rising fuel costs, falling housing va!ue's and investment markets in turmoil,
Floridians 50+ are facing tough economic pressur es," said Lo Parham, AARP's
Florida state director, “Using generic medications is an important tool in holding
down runaway costs in prescription drug costs, AARP applauds Attorney Genaral
MaoColluir’s strong stand on behalf of older Foridians.”

Florida and other states' public programs, such as Medicaid and state employees
programs that are large purchasers of prescription drugs, would have to bearthe cost
of paymgr for brand name drugs if this ansu:t daes not rule in theirfavor. M




The FDA Approval Process

ortions of the following text was
taken from a Dear Colieague let-
ter written by the U.S. Food and
Drug Administration. The full text of the
letter, tiled “Therapeutic Equivalence of
Generic Drugs Letter to Health Practi-
tioners,” can be found at www.fda.gov/
CDER/news/nightgenlett.htm.

Therapeutic Equivalence

of Generic Drugs

Letter to Health Practitioners

For both brand narne and generic drugs,
FDA works with pharmaceutical compa-
nies to assure that afll drugs marketed in
the U.S. meet specifications for identity,
strength, quality, purity and potency. In
approving a generic drug product, the
FDA requires many rigorous tests and
procedures to assure that the generic

drug is interchangeable with the brand
name drug under all approved indications
and conditdons of use. For these reasons,
FDA-approved product labeling does not
recommend that any additional tests need
to be performed by the health care pro-
viderwhen a switch occurs from a brand
name drug product,to a generic equivalent
drug product, from a generic equivalent

to a brand name product drug, or from
one generic product to another when both
are deemed equivalent to a brand name
drug product. Brand name drug products
and therapeutically equivalent generic
drug products are identified in the FDA
publication, “Approved Drug Products with
Therapeutic Equivalence Bvaluations,”
frequently called the “Orange Book.”

In addition to tests performed prior to
market entry, the FDA regularly assesses
the quality of products in the marketplace
and thoroughly researches and evaluates
reports of alleged drug product inequiva-
lence. To date, there are no documented
examnples of a generic product manufac-
tured to meet its approved specifications

" that could not be'used interchangeably
with the corresponding brand name drug,
Questions have been raised in the past, as
well, regarding brand name and generic
products about which there could be con-
cern that quality failures might represent
apublic safety hazard. ¥DA has per-
formed post-marketing testing on many

i of these drugs 10 assess their quality. In

: one instance, more than 400 samples of

¢ 24 marketed brand name and generic

: drug products were tested and found to

: meet the established standards of purity
¢ and quality. Because patients may pay

© closer attention to their syrnptoms when
! the substitution of one drug product for

another oceurs, an increase in symp-

P toms may be reported at that time, and

anecdotal reports of decreased efficacy

i orincreased toxicity may result. Upon

| investigation by the FDA, no problems

. attributed to substitution of one approved
drug product for another have occuzred.

“The FDA regularly

assesses the quality of
products in the market-
place and thoroughly
researches and evaluates
reports of alleged drug
product inequivalence.”

i The FDA works with both brand name

i and generic drug product manufacturers-
: aftera drug product is in the market-
place to assure its quality. For example,
brand ndme and generic drug product
: manufacturers may'want to change the

drug formulation, site of manufacture, or
manufacturing process after the drugisin

the marketplace. These types of changes
i canbe put in place only after the drug

_i manufacturer provides the FDA with
i sufficient evidence that the drug identity,
: stréngth, quality, purity and potency will
i not change.

. There are products in which small

¢ changes in the dose and/or blood

i concentration could potentially result

¢ in clinically impottant changes in drug

: efficacy or safety. Usually, these drugs

¢ require frequent adjustments in the dose

of the drug and careful patient monitoz-

ing irrespective of whether the drug is

i abrand or generic drug product. These
¢ drugs may sometimes be described in
FDA-approved drug labeling as narrow
i therapeutic range drugs.

EDA may recommend 1o the manufac-

turers additional tests for.approval of

both brand name and generic products,
depending on the complexity of a drug
substance or drug product and also
depending on whether small changes

in the dose and/or blood concentration
: could resuit in changes in drug efficacy or

safety. i may also require additional tests

! for certain post-approval changes in man-
: ufacturing. The agency's recommendation
i to the thanufacturer for these additional
tests is designed to give the practitioner

and patient additional assurance of prod-

: uct quality and interchangeability. These
: additional requirernents should not be
: construed to mean that additional clinical

scrutiny is necessary when interchange
occurs. If anything, the additional tests
required of pharmaceutical manufactur-
ers are designed to reduce, not increase,
concerns on the part of patients and
practitioners. :

Based on the FDA’s determination of
therapeutic equivalence between generic
and innovator drug products, the FDA
concludes that:

» Additional clinical tests or examina-
tions by the health care provider are not
needed when a generic drug product is
substituted for the brand name product.

e Special precautions are not needed

when a formulation and/or a manufac-
turing change occurs for a drug product -
provided that the change is approved
according to applicable laws and regu
fations by the FDA.- - :

i+ Asnoted in the “Orange Book,” in the

judgment of the FDA, products evalu-
ated as therapeutically equivalent can
be expected to have equivalent elinical
effect whether the product is brand
name or generic drug product.

= It is not necessary for the health care
provider to approach any one therapeu-
tic class of drug products differently from
any other class, when there hasbeen a
determination of therapeutic equiva-
Ience by the FDA for the drug products
under consideration. 5




Looking &E‘ﬁ@a@: AARP State & Federal RX Advocacy Worlcin 2009

State

One of AARP's objectives is to make
prescription drugs—a key component
of health care—more affordable for all
Americans.

AARP wili be seeking:

= to maintain funding for State
Pharmaceutical Assistance Programs
(SPAPs}, which provide subsidies to
cover low-income individuals for
prescription drugs. State government
deficits threaten the funds that sup-
port these programs. AARP believes it
is Important for state policy makers to
prioritize state funding for SPAPs and
other critical programs that are vital to
serving vulnerable persons.

= {0 oppose efforts that undermine
generic drug substitution, so that

consumers do not pay more than they

need to for prescription drugs.

« to support and maintain the develop-
ment of educational programs that

provide unbiased information to physi-

cians about prescribing options, in
oxder to counteract the intensive mar-
keting efforts by brand manufacturers.

Federal
AARP will be supportzng and advocat-
ing for:

= the passage of the Access to Life-
Saving Medicine Act that would grant
the Food and Drug Administration
(FDA} the authority to create a
pathway for the approval of generic
biological drugs. Biologic drugs
hold the promise for treating many
diseases such &s cancer, multiple
sclerosis and azthritis but can be very
expensive drugs, costing consum-
ers tens to hundreds of thousands of
dollars each year. They now account
for one out of eight prescriptions
written, with sales over §$75 billion in
2007, These high costs increase the
risk that patients will forego treat-
ment. In 1984, Congress approved the
Hatch-Waxman Act, which created a
pathway for FDA approval of generic

-forms of traditional prescription
drugs. However, there is not yet any
law authorizing the FDA to approve
generic alternatives for biclogic drugs.

' For more information on biologic

“drugs, see a past issue of RX Watchdog
at hitp://www.aarp.org/research/
health/drugs/rx_watchdog.html.

“One of AARP's objectives
is to male prescription
drug-a key component of
health care~-more afford-
able for all Americans. ®

» the passage of the Comparative
Effectiveness Research Act of 2008,
which would create an independent,
nonprofit entity tc conduct research
on the comparative effectiveness of
different treatments and publicize
the results. One of the fundamental
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building blocks ofa reformed health

© ' caresystem is the availability of scien-

tifically valid, objective, comparative
informiation about treatment options.
Comparative effectiveness research—
where pharmaceuticals, medical
devices and medical procedures used to
treat the same conditions are evaluated
for thefr relative safety and effective~
ness—ias great potential to improve
health: care quality. Currently, many dif-
ferent entities both inside and outside
the government engage in comparative
effectiveness research. But inadequate
agency funding, coupled with lack

of standard methodologies makes

it difficult to compare the research
condueted. This legislation provides for
a stable approach significant source of
funding for the entity through an all-
payer system.

AARP's full advocacy agenda can be found

at www.aarp.org/makeadifference/
advocacy/articles/2009 _legislative_

i priorities.html, @

. Plodums generatmg $139 billion in braﬂded 3d|05 in t%m atop ‘gight world markets

wﬂi iose thelr patmm pr otectson by 2012

- bitlion fast yoar, e
protectipn in 2008,

o market is curronfiy vaiuod t_$33 b( )
_‘f!ectzng doclxmng pl’lGﬂS and fcwcr onckbusfel $ losmg palent

compaied wnth $34

. Some Part D Pians are chargmg addltlonal casts I Medxcare benefscnarles tf thsy
o 'choaso a brand name overs gereric? Caiicd refetence based pncmg,’f tho addi-

‘tonal cost is typlcalfy the amount between LhG dlfferencc between the cost of the
" genéric, and brand name drugs, plus the co—paymont which in some mstcnoes can
be the full cost of a brand name drug. AARP arad other orgamzauons wrote to the
Centers fcr Medicare and Medicaid Serv:cm (CMS) and expiessod their goncern
over the lack of ti ‘ansparency over the cost d' femnces and issues wal nmvs to

benaficiaries,

« More than six in ten {62 percent) of AARP Medicare Part D survey participants
sald they always choose a generic over the brand name drug when a generic is
available: Another quarter sald they usually or sometimes do, and ane in nine {11

percent} reported they never choose a generle overa brand. BB
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Generics Drugs are Good Medicine continued

The FDA, which is responsible for testing
and approving all prescription drugs on the
market, has repeatedly assured the public
that generic and brand name medicines
have the same amount of active ingredi-
ent, strength, dosage, labeling, use and
guality. Generic manufacturers are held

to the same high quality manufacturing
standards as brand name manufactur-

ers licensed by the FDA 1o produce drugs
{please see page 4 on the FDA approval
process).

While Kesseltheim and his co-authors
were not surprised to find there was no
evidence to support the notion that brand

name drugs used in cardiovascular disease.

are superior to generic drugs, he was
surprised to find a substantial number of
editorials written by health care profes-
sionals in medical journals that counseled
against the interchangeabllity of generic
drugs. “We were taken aback by the
disconnect between many of the editori-
als and the clinical trial evidence. Articies
in medical journals generally have greater
authority for physicians than those in the
lay press, so they see this negativity and
concern. These articles may help reinforce
misperceptions ameng physicians about
the safety and efficacy about generic
drugs,” he said,

“One reason for the heightened concern
expressed in these editorials may be

that the authors were communicating
anecdotal experiences without evidence-
based support. in addition, physicians are
human beings and their opinions may be
subconsciously influenced by advertising
by brand-name manufacturers or conflicts

: of interest due to financial relationships
i with pharmaceutical companies,” said

Kesselheim.

Kesselheim wants physicians to step up to

' the plate and believes AARP can help, he
¢ said. "AARF can play an important role here

by helping educate consumers. Our study

“The FDA, which is respon-
sible for testing and
approving all prescription
drugs on the market, has
repeatedly assured the
public that generic and
brand name medicines
have the same amount
of active ingredient,
strength, dosage, labeling,
use and quality.”

indicated that consumers can feel confi-
dent asking their physicians about whether
generic drugs might be appropriate for their

© cardiovascular disease and teking them if

prescribed,” he said.

“Another important goal here is to get

5 dobtors to prescribe better,” he said. “We

as physicians need to follow evidence-
based medicine, which often supports

starting a patient on a generic drug,

The fact is many people are on brand
namea drugs because they are swayed by
advertising, when a generic drug may be
appropriate for them. With more ratio-
nal use of generic drugs, we can reduce
patients’ drug costs without detracting
from high quality health care.”

Several surveys have shown that older
aduits, who are disproportionately affected

“by chronic disease and Hkely to need

medications taken regularly over long
periods of time, resort to skipping doses,
reducing doses, and forego their prescrip-
tions altogether when faced with increased
drug costs. This can lead to adverse health
cutcomes and more expensive care and
{reatment fater on, in contrast, research-
ers have found that patients who begin
treatment by taking lower-cost generic
medications are more likely fo take their
medicines as prescribed.

Look for more upcoming articles on the
wise use of generics in Rx Watchdog.

Kesselheim's report, “Clinical Eguivalence
of Generic and Brand name Drugs Used
in Cardiovascular Disease: A Systematic
Review and Meta-Analysis,” can be found
in the December 3, 2008 fournal of the

American Medical Association at www.
! jama.ama-assn.org/cgi/content/

short/300/21/2514.

AARP’s report, “Strategies to Increase
Generic Drug Utilization and Associated
Savings,” can be found at www.aarp.org/
research/heaith/drugs/i16_generics.
html. &
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